
148

21 CFR Ch. I (4–1–01 Edition)§ 226.110

article(s), provided that the variations
are stated in the master formula; an
appropriate statement concerning any
calculated excess of an ingredient; and
a statement of the theoretical yield.

(4) Manufacturing instructions for
each type of Type A medicated arti-
cle(s) produced on a batch or contin-
uous operation basis, including mixing
steps and mixing times that have been
determined to yield an adequately
mixed Type A medicated article(s); and
in the case of Type A medicated arti-
cle(s) produced by continuous produc-
tion run, any additional manufacturing
directions including, when indicated,
the settings of equipment that have
been determined to yield an adequately
mixed Type A medicated article(s) of
the specified formula.

(5) Control instructions, procedures,
specifications, special notations, and
precautions to be followed.

(b) A separate batch-production and
control record shall be prepared for
each batch or run of Type A medicated
article(s) produced and shall be re-
tained for at least 2 years after dis-
tribution by the manufacturer has been
completed. The batch-production and
control record shall include:

(1) Product identification, date of
production, and endorsement by a com-
petent and responsible individual.

(2) Records of each step in the manu-
facturing, packaging, labeling, and
controlling of the batch, including
dates, specific identification of drug
components used, weights or measures
of all components, laboratory-control
results, mixing times, and the endorse-
ments of the individual actively per-
forming or the individual actively su-
pervising or checking each step in the
operation.

(3) A batch number that permits de-
termination of all laboratory-control
procedures and results on the batch
and all lot or control numbers appear-
ing on the labels of the Type A medi-
cated article(s).

§ 226.110 Distribution records.
Complete records shall be maintained

for each shipment of Type A medicated
article(s) in a manner that will facili-
tate the recall, diversion, or destruc-
tion of the Type A medicated article(s),
if necessary. Such records shall be re-

tained for at least 2 years after the
date of the shipment by the manufac-
turer and shall include the name and
address of the consignee, the date and
quantity shipped, and the manufac-
turing dates, control numbers, or
marks identifying the Type A medi-
cated article(s) shipped.

§ 226.115 Complaint files.
Records shall be maintained for a pe-

riod of 2 years of all written or verbal
complaints concerning the safety or ef-
ficacy of each Type A medicated arti-
cle(s). Complaints shall be evaluated
by competent and responsible per-
sonnel and, where indicated, appro-
priate action shall be taken. The
record shall indicate the evaluation
and the action.

PART 250—SPECIAL REQUIREMENTS
FOR SPECIFIC HUMAN DRUGS

Subpart A—Drugs Regarded as
Misbranded

Sec.
250.11 Thyroid-containing drug preparations

intended for treatment of obesity in hu-
mans.

250.12 Stramonium preparations labeled
with directions for use in self-medication
regarded as misbranded.

Subpart B—New Drug or Prescription Status
of Specific Drugs

250.100 Amyl nitrite inhalant as a prescrip-
tion drug for human use.

250.101 Amphetamine and methamphet-
amine inhalers regarded as prescription
drugs.

250.102 Drug preparations intended for
human use containing certain ‘‘coronary
vasodilators’’.

250.103–250.104 [Reserved]
250.105 Gelsemium-containing preparations

regarded as prescription drugs.
250.106–250.107 [Reserved]
250.108 Potassium permanganate prepara-

tions as prescription drugs.

Subpart C—Requirements for Drugs and
Foods

250.201 Preparations for the treatment of
pernicious anemia.

Subpart D—Requirements for Drugs and
Cosmetics

250.250 Hexachlorophene, as a component of
drug and cosmetic products.
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